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abbreviated application; for example,
no adequate and well-controlled clini-
cal investigations meeting each of the
precise elements of §314.126 and, for a
combination drug product, §300.50 of
this chapter, showing effectiveness
have been identified. Any order enter-
ing summary judgment is required to
set forth the Commissioner’s findings
and conclusions in detail and is re-
quired to specify why each study sub-
mitted fails to meet the requirements
of the statute and regulations or why
the request for hearing does not raise a
genuine and substantial issue of fact.

(2) When following a general notice of
opportunity for a hearing (as defined in
paragraph (a)(1) of this section) the Di-
rector of the Center for Drug Evalua-
tion and Research concludes that sum-
mary judgment against a person re-
questing a hearing should be consid-
ered, the Director will serve upon the
person requesting a hearing by reg-
istered mail a proposed order denying a
hearing. This person has 60 days after
receipt of the proposed order to re-
spond with sufficient data, informa-
tion, and analyses to demonstrate that
there is a genuine and substantial issue
of fact which justifies a hearing.

(3) When following a general or spe-
cific notice of opportunity for a hear-
ing a person requesting a hearing sub-
mits data or information of a type re-
quired by the statute and regulations,
and the Director of the Center for Drug
Evaluation and Research concludes
that summary judgment against the
person should be considered, the Direc-
tor will serve upon the person by reg-
istered mail a proposed order denying a
hearing. The person has 60 days after
receipt of the proposed order to re-
spond with sufficient data, informa-
tion, and analyses to demonstrate that
there is a genuine and substantial issue
of fact which justifies a hearing.

(4) If review of the data, information,
and analyses submitted show that the
grounds cited in the notice are not
valid, for example, that substantial
evidence of effectiveness exists, the
Commissioner will enter summary
judgment for the person requesting the
hearing, and rescind the notice of op-
portunity for hearing.

(5) If the Commissioner grants a
hearing, it will begin within 90 days
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after the expiration of the time for re-
questing the hearing unless the parties
otherwise agree in the case of denial of
approval, and as soon as practicable in
the case of withdrawal of approval.

(6) The Commissioner will grant a
hearing if there exists a genuine and
substantial issue of fact or if the Com-
missioner concludes that a hearing
would otherwise be in the public inter-
est.

(7) If the manufacturer or distributor
of an identical, related, or similar drug
product requests and is granted a hear-
ing, the hearing may consider whether
the product is in fact identical, related,
or similar to the drug product named
in the notice of opportunity for a hear-
ing.

(8) A request for a hearing, and any
subsequent grant or denial of a hear-
ing, applies only to the drug products
named in such documents.

(h) FDA will issue a notice withdraw-
ing approval and declaring all products
unlawful for drug products subject to a
notice of opportunity for a hearing, in-
cluding any identical, related, or simi-
lar drug product under §310.6, for which
an opportunity for a hearing is waived
or for which a hearing is denied. The
Commissioner may defer or stay the
action pending a ruling on any related
request for a hearing or pending any
related hearing or other administrative
or judicial proceeding.

(Collection of information requirements ap-
proved by the Office of Management and
Budget under control number 0910-0001)

[50 FR 7493, Feb. 22, 1985; 50 FR 14212, Apr. 11,
1985, as amended at 50 FR 21238, May 23, 1985;
55 FR 11580, Mar. 29, 1990; 57 FR 17996, Apr. 28,
1992; 59 FR 14364, Mar. 28, 1994; 63 FR 5252,
Feb. 2, 1998]

EFFECTIVE DATE NOTE: At 63 FR 5252, Feb.
2, 1998, §314.200 was amended in paragraph
(d)(3) by adding a new sentence after the first
sentence, effective Feb. 2, 1999.

§314.201 Procedure for hearings.

Parts 10 through 16 apply to hearings
relating to new drugs under section 505
(d) and (e) of the act.

§314.235 Judicial review.

(@) The Commissioner of Food and
Drugs will certify the transcript and
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record. In any case in which the Com-
missioner enters an order without a
hearing under §314.200(g), the record
certified by the Commissioner is re-
quired to include the requests for hear-
ing together with the data and infor-
mation submitted and the Commis-
sioner’s findings and conclusion.

(b) A manufacturer or distributor of
an identical, related, or similar drug
product under §310.6 may seek judicial
review of an order withdrawing ap-
proval of a new drug application,
whether or not a hearing has been held,
in a United States court of appeals
under section 505(h) of the act.

Subpart F—Administrative
Procedures for Antibiotics

SOURCE: 50 FR 7493, Feb. 22, 1985, unless
otherwise noted. Redesignated at 57 FR 17983,
Apr. 28, 1992.

§314.300 Procedure for the issuance,
amendment, or repeal of regula-
tions.

(a) The procedures in part 10 apply to
the issuance, amendment, or repeal of
regulations under section 507 of the
act.

(b)(1) The Commissioner of Food and
Drugs, on his or her own initiative or
on the application or request of any in-
terested person, may publish in the
FEDERAL REGISTER a notice of proposed
rulemaking and order to issue, amend,
or repeal any regulation contemplated
by section 507 of the act. The notice
and order may be general (that is, sim-
ply summarizing in a general way the
information resulting in the notice and
order) or specific (that is, either refer-
ring to specific requirements in the
statute and regulations with which
there is a lack of compliance, or pro-
viding a detailed description and anal-
ysis of the specific facts resulting in
the notice and order).

(2) The Food and Drug Administra-
tion will give interested persons an op-
portunity to submit written comments
and to request an informal conference
on the proposal, unless the notice and
opportunity for comment and informal
conference have already been provided
in connection with the announcement
of the reports of the National Academy
of Sciences/National Research Council,

§314.300

Drug Efficacy Study Group, to persons
who will be adversely affected, or as
provided in §§10.40(e) and 12.20(c)(2). A
person is required to request an infor-
mal conference within 30 days of the
notice of proposed rulemaking unless
otherwise specified in the notice. If an
informal conference is requested and
granted, those persons participating in
the conference may submit comments,
within 30 days of the conference, unless
otherwise specified in the proposal.

(3) It is the responsibility of every
manufacturer and distributor of an an-
tibiotic drug product to review every
proposal published in the FEDERAL
REGISTER to determine whether it cov-
ers any drug product that person man-
ufactures or distributes.

(4) After considering the written
comments, the results of any con-
ference, and the data available, the
Commissioner will publish an order in
the FEDERAL REGISTER acting on the
proposal, with an opportunity for any
person who will be adversely affected
to file objections, to request a hearing,
and to show reasonable grounds for the
hearing. Any person who wishes to par-
ticipate in a hearing, shall file with the
Dockets Management Branch (HFA-
305), Food and Drug Administration,
rm. 1-23, 12420 Parklawn Dr., Rockville,
MD 20857, (i) within 30 days after the
date of the publication of the order a
written notice of participation and re-
quest for a hearing and (ii) within 60
days after the date of publication of
the order, unless a different period of
time is specified in the order, the stud-
ies on which the person relies to justify
a hearing as specified in paragraph
(b)(6) of this section. The person may
incorporate by reference the raw data
underlying a study if the data were
previously submitted to FDA as part of
an application or other report.

(5) FDA will not consider data or
analysis submitted after 60 days in de-
termining whether a hearing is war-
ranted unless they are derived from
well-controlled studies begun before
the date of the order and the results of
the studies were not available within 60
days after the date of publication of
the order. Nevertheless, FDA may con-
sider other studies on the basis of a
showing by the person requesting a
hearing of inadvertent omission and
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